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DETAILED ACTION 

This Office Action is in response to Applicant's 13 January and 6 May 2010 
amendments. The Examiner acknowledges Applicant's amendments to claims 1 , 2, 5, 
7, 9, 1 3, 1 4 and 1 9, the addition of claims 20-24, and the cancellation of claims 3, 4, 8, 
12, 15, 17 and 18. Currently, claims 1,2, 5-7, 9-11, 13, 14, 16 and 19-24 are pending. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 2 and 9-11 are rejected under 35 U.S.C. 102(b) as being anticipated by 
United States Patent 3734095 (Santomieri). 

Regarding claim 1 , Santomieri discloses a humor sampling implement (Figures 
1-3, 6 and 7) comprising: a main frame part having a humor transfer channel (needle 86 
Figures 2, 3, 6 and 7) provided to collect humor through a humor inflow port (distal end 
of needle 86) and transfer said humor to a humor outflow port (opening 1 1 2 Figure 6); 
and, a detection part provided at said main frame part to detect a predetermined 
component of said humor transferred through said humor transfer channel (chamber 
110 provides for determining if blood is present to indicate "a successful venipuncture" 
(Column 5 lines 13-16); wherein said main frame part is provided with a convex part 
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(nub 122 Figure 7) arranged so as to be in overlapped relationship with said detection 
part in plan view (chamber 1 10 is above nub 122 such that they are overlapping in a 
plan view) and protruding in said humor transfer channel toward said humor outflow port 
(nub 122 points upwards toward opening 112); and said humor transfer channel 
comprises a first humor transfer channel that opens to said humor inflow port (distal end 
of needle 86), and a second humor transfer channel connected to said first humor 
transfer channel (portion of needle 86 proximal to/above nub 122 Figure 7), said second 
humor transfer channel being different from said first humor transfer channel in a 
direction of humor transfer in which said humor is transferred along the humor transfer 
channel (Figure 7); and said convex part is provided at an end portion on a humor 
outflow port side of said first humor transfer channel of said main frame part so as to 
protrude in said second humor transfer channel (Figure 7); and wherein the direction of 
humor transfer in said first humor transfer channel and the direction of humor transfer in 
said second humor transfer channel are substantially orthogonal to each other (Figure 
7). 

Regarding claim 2, Santomieri discloses that the convex part is arranged so as to 
be in overlapped relationship with substantially a center of said detection part in plan 
view (chamber 110 is above nub 122 such that they are overlapping in a plan view, 
further, the nub is aligned with the center longitudinally, which is a center of the 
detection part). 

Regarding claims 9-1 1 , Santomieri discloses a method of humor sampling, 
comprising: collecting humor (Column 5 lines 13-16) through a humor inflow port (distel 
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end of needle 86) of a main frame part of a humor sampling implement (Figures 1 -3, 6 
and 7); and introducing the humor collected at the humor inflow port to a humor transfer 
channel (body of needle 86) and transferring the humor along the humor transfer 
channel to a humor outflow port (opening 112 Figure 6); the main frame part comprising 
a projection protruding in said humor transfer channel toward said humor outflow port 
(nub 122 Figure 7 is upward towards opening 112); wherein the transfer of the humor 
along the humor transfer channel comprises transferring the humor collected at the 
humor inflow port along a first humor transfer channel which opens to said humor inflow 
port (portion of needle 86 between its distal end and nub 122) and transferring the 
humor along a second humor transfer channel which is connected to said first humor 
transfer channel and which is orthogonally oriented relative to the first humor transfer 
channel (portion of needle 86 proximal/above nub 122 Figure 7). 

Claim 14 is rejected under 35 U.S.C. 102(b) as being anticipated by US 6083460 
(Morikawa et al.). 

Regarding claim 14, Morikawa et al. disclose a humor sampling implement 
comprising: a main frame part (52 see especially Figure 3, see also entire document) 
provided with a humor inflow port (523), a humor outflow port (527 as well as 526 and 
55; one of ordinary skill in the art could also interpret the area below 53 as an outflow 
port) and a humor transfer channel (520) extending between the humor inflow port and 
the humor outflow port; the main frame comprising a projection provided along said 
humor transfer channel (the curves of 52 between 54 and 55 and pointing towards 532) 
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to at least prevent an increase in a cross-sectional area of a portion of the humor 
transfer channel between the projection and the humor outflow port (the cross-section of 
54 narrows as it approaches this curve); and a test paper (53) provided at said main 
frame to absorb at least some of the humor supplied to the humor outflow port and 
detect a component in the humor (test paper 53 is for absorbing humor and detecting a 
component in the humor, see entire document); wherein the projection possess a 
configuration such that a cross-sectional area of the projection decreases toward the 
humor outlet port (the cross-section of the curves of 52 between 54 and 55 and pointing 
towards 532 decrease in a direction towards 53 and 532); wherein the humor transfer 
channel comprises a first humor transfer channel (520) opening to the humor inflow port 
(523) and a second humor transfer channel connected to the first humor transfer 
channel (54; could also be 55), the second humor transfer channel being oriented at an 
angle other than zero degrees relative to the first humor transfer channel (Figure 3). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 

prior art under 35 U.S.C. 1 03(a). 

Claims 5-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Santomieri. 

Regarding claim 5, Santomieri does not disclose expressly that V1 A/2 is in a 
range of from 0.04 to 0.7, where V1 is a volume of said convex part, and V2 is an inside 
volume of said second humor transfer channel. Instead, Santomieri is mute as to the 
volumes of these components. 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to provide the claimed volume ratio 
because Applicant has not disclosed that the volume ratio provides an advantage, is 
used for a particular purpose, or solves a stated problem. One of ordinary skill in the 
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art, furthermore, would have expected Santomieri's device, and applicant's invention, to 
perform equally well with either the setup taught by Santomieri or the claimed volume 
ratio because both devices would perform the same function of collecting a body fluid 
equally well. 

Therefore, it would have been prima facie obvious to modify Santomieri to obtain 
the invention as specified in claim 5 because such a modification would have been 
considered a mere design consideration which fails to patentably distinguish over the 
prior art of Santomieri. 

Regarding claim 6, Santomieri discloses the humor sampling implement as set 
forth in claim 1 . Santomieri does not expressly disclose that said main frame part has a 
lower member, and an upper member which is positioned on said lower member and 
which, together with said lower member, defines a part of said humor transfer channel. 
However, the Examiner notes that it is obvious to make parts/components separable 
(MPEP 2144.04 V C Making Separable) which could provide, for example, easier and 
more cost effective manufacturing of the main frame. Additionally, the Examiner notes 
that it is well known in the art of fluid sampling to assemble a main frame part with an 
upper and lower member to form a channel. 

Regarding claim 7, Santomieri teaches the limitations as described above with 
respect to claims 1 , 2, 5 and 6. 

Claims 16 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Morikawa et al. 
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Regarding claim 19, Morikawa et al. disclose the humor sampling implements as 
set forth in claim 14. Morikawa et al. do not disclose expressly that V1A/2 is in a range 
of from 0.04 to 0.7, where V1 is a volume of said convex part, and V2 is an inside 
volume of said second humor transfer channel. Instead, Morikawa et al. are mute as to 
the volumes of these components. 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to provide the claimed volume ratio 
because Applicant has not disclosed that the volume ratio provides an advantage, is 
used for a particular purpose, or solves a stated problem. One of ordinary skill in the 
art, furthermore, would have expected Morikawa et al.'s device, and applicant's 
invention, to perform equally well with either the setup taught by Morikawa et al. or the 
claimed volume ratio because both devices would perform the same function of 
collecting a body fluid equally well. 

Therefore, it would have been prima facie obvious to modify Morikawa et al. to 
obtain the invention as specified in claim 19 because such a modification would have 
been considered a mere design consideration which fails to patentably distinguish over 
the prior art of Morikawa et al. 

Regarding claim 16, Morikawa et al. disclose the humor sampling implements as 
set forth in claim 14. Morikawa et al. do not expressly disclose that said main frame 
part has a lower member, and an upper member which is positioned on said lower 
member and which, together with said lower member, defines a part of said humor 
transfer channel. However, the Examiner notes that it is obvious to make 
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parts/components separable (MPEP 2144.04 V C Making Separable) which could 
provide, for example, easier and more cost effective manufacturing of the main frame. 
Additionally, the Examiner notes that it is well known in the art of fluid sampling to 
assemble a main frame part with an upper and lower member to form a channel. 

Response to Arguments 

Applicant's arguments filed 13 January and 6 May 2010 have been fully 
considered but they are not persuasive. 

Regarding Applicant's argument that the portions of Santomieri identified as the 
first and second humor transfer channels are not orthogonal, the Examiner disagrees. 
The Examiner notes that a bottom portion/first channel is horizontal and a top 
portion/second channel is vertical, such that together they are orthogonal. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., the convex part functions such that blood transferred in the first blood transfer 
channel fills sufficiently the space at the boundary between the first and second blood 
transfer channels) are not recited in the rejected claim(s). Although the claims are 
interpreted in light of the specification, limitations from the specification are not read into 
the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

Regarding Applicant's argument that the curve of Morikawa does not provide a 
decrease in cross-sectional area towards a humor outlet port, the Examiner disagrees. 
The Examiner notes that the full size version of the figure in the patent shows a 
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narrowing at the curve circled by the Applicant. Thus, depending on the interpretation 
of the humor outlet port, there is a narrowing in cross-section towards the humor outlet 
port. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to EMILY M. LLOYD whose telephone number is 
(571)272-2951 . The examiner can normally be reached on Monday through Friday 8:30 
AM - 5 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Emily M Lloyd 
Examiner 
Art Unit 3736 

/EMU 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



